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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
December 08, 2008 has been entered. 

Applicants' arguments, filed December 08, 2008, have been fully considered but 
they are not deemed to be persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objections 
are either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Response to Amendment 

The declaration by Yuji Kiyono under 37 CFR 1 .132 filed December 08, 2008 has 
been considered but is not found persuasive because the study cited in the declaration 
used healthy volunteers, which would mean none of the patients studied fit the patients 
of the claims which require a type II human diabetic patient. Diabetic patients would 
clearly have a different response to sugar, have different postprandial blood sugar 
levels and reactions, and would also be expected to react to medication or treatments 



Application/Control Number: 1 0/51 9,1 02 Page 3 

Art Unit: 1614 

differently and thus the declaration submitted by applicant has no bearing upon the 
present invention. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 34-36 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 34-36 applicant claims "a method as claimed in claim 12, which 
comprises administering three times a day". It is unclear what applicant is claiming as 
the language "which comprises" implies that the method of claim 12 contains the three 
times per day administration which it does not. Additionally the language "administering 
three times a day" is unclear as to what is being administered or who it is being 
administered too. Thus one of skill in the art would not be able to determine what is 
being administered to whom and thus claims 34-36 are rejected for failing to point out 
and distinctly claim the subject matter which applicant regards as the invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 12, 14, 24, and 34-36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ichikawa et al. (Clinical and Experimental Pharmacology and 
Physiology, 2002, vol. 29, pages 423-427). 

In claims 12 and 14, applicant claims a method for lowering postprandial blood 
glucose levels comprising administering to a type II human diabetic patient, within 10 
minutes before starting a meal, 10-11 mg of mitiglinide calcium salt hydrate. As 
mentioned on pages 6-7 of the office action mailed July 13, 2007, KAD-1229 is 
mitiglinide calcium salt hydrate. Ichikawa et al. teaches using KAD-1229 to control 
postprandial hyperglycemia (page 423, summary). They further teach that the rats 
tested were fasted, then given the KAD-1229 orally and immediately given a liquid meal 
(page 424, third paragraph). Immediately is within 10 minutes, which is the time frame 
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claimed by applicant. They also teach dosages of 0.3-3 mg/kg (page 424, table 1). 
Ichikawa et al. is treating type 2 diabetic rats, which are used as an animal model and it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
use this method to treat human type 2 diabetic patients as that is the goal of most 
diabetic research and animal models are commonly used with the goal of finding a 
treatment for humans. The dosage of 0.3-3 mg/kg, in a 1201b (55kg) patient would be a 
range of 1 6-1 65mg. While 1 6 mg is still larger than 1 0-1 1 mg claimed, some routine 
optimization is well within the skills of one of ordinary skill in the art and in translating 
dosages from rats to humans one would expect some variation and need to optimize. 
Furthermore there is a motivation to use as small of a dosage as possible that is still 
effective in humans to decrease the side effects. Applicant's attention is drawn to 
MPEP at §2144.05, which states, "The normal desire of scientists or artisans to improve 
upon what is already generally known provides the motivation to determine where in a 
disclosed set of percentage ranges is the optimum combination of percentages... Where 
the general conditions of a claim are disclosed in the prior art, it is not inventive to 
discover the optimum or workable ranges by routine experimentation." Although the 
present claims are drawn to mg/day dosage amounts, such a motivation is nonetheless 
relevant. Thus claims 12 and 14 are unpatentable over Ichikawa et al. 

In claim 24, applicant claims the method of claim 12, wherein the patient is a 
human patient whose HbAic value is not less than 6.5% and the 1 hour or 2 hour value 
of postprandial plasma glucose is not less than 200 mg/dL, even after more than 8 week 
diet therapy. Applicant has claimed a very specific patient, and although Ichikawa et al. 
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does not disclose that HbAic values and postprandial values after 8 weeks of diet 
therapy the patient in claim 24 is a type 2 diabetic patient and one which it would be 
obvious to one of ordinary skill in the art at the time of the invention that would benefit 
from treatment with KAD-1229 as taught by Ichikawa et al. Thus it would have been 
obvious to one of ordinary skill in the art at the time of the invention to use the method 
of Ichikawa et al. to treat such a patient and claim 24 is also unpatentable over Ichikawa 
etal. 

In claims 34-36 applicant claims the method of claim 12 which comprises 
administering three times a day within 5 minutes before starting a meal for 4 weeks or 
more. As discussed above Ichikawa et al. teaches giving KAD-1229 immediately before 
a meal, and since most humans eat three meals per day it would be obvious to one of 
ordinary skill in the art to administer it with each meal. Additionally, since type 2 
diabetes is an ongoing condition and most treatments are continued indefinitely it would 
also have been obvious to one of ordinary skill in the art at the time of the invention to 
continue the treatment of Ichikawa et al. for more than 4 weeks. Thus claims 34-36 are 
also unpatentable over Ichikawa et al. 

Conclusion 

No claims are allowed. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Meghan Finn whose telephone number is (571) 270- 
3281 . The examiner can normally be reached on 9:30am-7pm Mon-Thu, 9:30am-6pm 
Friday (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Meghan Finn 
/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



